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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 31-33,36-42, 49-59; 61-65, and 69-79 are rejected under 35 
U.S.C. 102(e) as being anticipated by HALLER (US 7,070,577). 

Regarding claims 31 and 61, Haller teaches A device for delivering fluid to a patient, 
comprising: an exit port assembly (35); a dispenser (generally the upper portion of the 
device shown in figure 2A) including, a container (45) having an outlet (generally path 
50) connected to the exit port assembly, an inlet (Fig 3A) for connection to a reservoir, 
and a side wall (44) extending along a longitudinal axis towards the outlet and the inlet, 
and a plunger assembly (42) received in the container and including, a first lateral 
segment (53) extending laterally with respect to the longitudinal axis of the container 
and contacting the side wall of the container, a second lateral segment (54) positioned 
between the first lateral segment and the outlet of the container, the second lateral 
segment extending laterally with respect to the longitudinal axis of the container and 
contacting the side wall of the container, and longitudinally spaced from the first lateral 
segment, and a shape memory element (41) having a changeable length decreasing 
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from an uncharged length to a charged length when at least one charge is applied to 
the shape memory element, the shape memory element connecting the first and the 
second lateral segments. 

Regarding claims 32,39,40,58,59 the shape memory element (SME) is a one- or two- 
way nickel and titanium alloy (Nitinol) with a predetermined charged and uncharged 
length 

Regarding claim 33, the SME is connected to the first and second lateral segments 
Regarding claim 36, the SME is a collapsible bellows 
Regarding claims 37 and 38, 62 and 63, the plunger assembly includes a rigid 
projection (42) with a predetermined length 

Regarding claims 41 and 64, the plunger assembly does not rotating with respect to the 
side wall (Figs 3A-3B) 

Regarding claims 42 and 65, the first lateral segment is fixed to the container. 
Regarding claims 49-51 and 69-71, there is a reservoir (2) connected to the inlet of the 
dispenser, which contains insulin 

Regarding claims 52 and 53, 72 and 73, the exit port assembly includes a patient 
access tool which is a needle 

Regarding claims 54 and 55, 74 and 75, the device includes a local processor (10) with 
a battery 

Regarding claims 56 and 57,76 and 77, the device includes a local processor (10), a 
wireless receiver (12) and a housing containing the dispenser (13), and a remote 
processor with transmitter (not shown) 
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Regarding claims 78 and 79, the plunger is activated by a solenoid or piezoelectric 
element. 

3. Claims 31 ,34,35,43-48,60,61 ,66-68,82, and 83 are rejected under 35 

U.S.C. 1 02(e) as being anticipated by NASON (US 7,052,251 ). 
Regarding claims 31 and 61, Nason teaches A device for delivering fluid to a patient, 
comprising: an exit port assembly (114); a dispenser including, a container (104) 
having an outlet (112) connected to the exit port assembly, an inlet (102) for 
connection to a reservoir, and a side wall (122) extending along a longitudinal axis 
towards the outlet and the inlet, and a plunger assembly (Fig 1 B) received in the 
container and including, a first lateral segment (124) extending laterally with respect to 
the longitudinal axis of the container and contacting the side wall of the container, a 
second lateral segment (138) positioned between the first lateral segment and the 
outlet of the container, the second lateral segment extending laterally with respect to 
the longitudinal axis of the container and contacting the side wall of the container, and 
longitudinally spaced from the first lateral segment, and a shape memory element 
(130) having a changeable length decreasing from an uncharged length to a charged 
length when at least one charge is applied to the shape memory element, the shape 
memory element connecting the first and the second lateral segments. 
Regarding claims 34,35 and 60, the shape memory element (SME) is a wire spring 
having a generally circular cross-section. 
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Regarding claims 43-45, the SMA acts as a cooler and heat sink or thermoelectric 
cooler as modulation of voltage accelerates cooling the wire to ambient temperature 
(Col 3 lines 53-62). 

Regarding claims 46 and 66 there is an outlet valve (112) 
Regarding claims 47 and 67 there is an inlet valve (106) 

Regarding claims 48 and 68, 82 and 83, the side wall contains a first section (128) and 
a second section (136) with a strut (vertical portion of piece 136) See Fig 1A 

Response to Arguments 

1 . Applicant's arguments, see remarks, filed 1 9 March 2007, with respect to the 
non-statutory double patenting rejection have been fully considered and are persuasive. 
The rejection of claims 31-79,82 and 83 has been withdrawn. 

2. Applicant's arguments filed 19 March 2007 have been fully considered but they 
are not persuasive. Regarding Haller and Nason, as applied to claims 31-33,36-42, 49- 
59, 61-65, and 69-79, applicant has argued that Haller and Nason do not teach a 
plunger. This is not convincing because the plunger recited in the claims does not 
perform any function (i.e. driving fluid or causing fluid to be expelled) and has no 
claimed structure. The broadest reasonable interpretation of "plunger" by one of 
ordinary skill in the art would include the elements indicated by the examiner since they 
are a part of a machine which "thrust or drops downward." Furthermore, no "syringe 
pump" is claimed. Specifically regarding Nason, the claim language does not require 
that the shape memory element be the only element connecting the first and second 
lateral segments or that the segments be separate from the plunger. 
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Conclusion 

3. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can normally be reached on 7:00-3:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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